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The Institutional Ethics Committee (IEC) has been newly constituted to ensure compliance
with ethical standards in research, with a focus on safeguarding the rights, dignity, and well-

being of all participants.

Institutional Ethical Committee

Chairperson : Dr. Thiruppathi Arjunan, Principal, Narayana College of
Physiotherapy

Member Secretary : Prof Kalpana Boddu, HOD of Community Health
Nursing

Scientific Member : Dr IV Mamatha, M.Sc.(N), Ph.D

Clinician : Dr Vasundhara Reddy, MD Microbiology

Member : Mrs Dharani, M.Sc.(N)

Basic Medical Scientist : Dr Sujatha Sanneboina, Prof of Pharmaceutics Dept

Legal Expert : Mrs Siva Parvathi, Legal Expert

Social Scientist : Dr Hemalatha, M.Sc.(N), M.Sc.(Psy), Ph.D.

Lay Person : Mr. V Harish, M.com

Frequency of Meeting: Yearly Twice & as and when required

Selection of Members:

4.5.1 Members was selected in their personal capacities based on their qualifications,
experience, interest, commitment and willingness to volunteer the required time and effort for

the EC.

4.5.2 Members are appointed to the EC for a particular role. They cannot substitute for the role
of any other member who is absent for a meeting. The role of Chairperson/ Member Secretary
is an additional activity to their primary responsibility based on their qualifications. Hence, if

the Chairperson is a lawyer, she or he can serve as both the lawyer and the Chairperson.



SREE NARAYANA NURSING COLLEGE

Stonehousepet (po), Chinthareddypalem, Nellore - 524002.

N
Ph No: 0861-2318300| Fax: 0861-2318300.

e-mail: sreenarayana.nursing12@gmail.com | principal.snnc@narayananursingcpllege.com
Website: https://sreenarayananursingcollege.com

Recognized by Indian Nursing Council vide letter No. 02/Sep/2006 INC dated : 29.09.2006 and
A.P. Nurses & Midwives Council, letter No. APNMC/CON/5212/2006, dated: 4/11/2006
Affiliated to Dr. Y.S.R. University of Health Sciences, A.P. Vijayawada.

Functions for Chairperson
e Conduct EC meetings and be accountable for independent and efficient functioning of

the committee.
e Ensure active participation of all members (particularly non-affiliated, non-medical/
non- technical) in all discussions and deliberations.
e Ratify minutes of the previous meetings.
e In case of anticipated absence of both Chairperson and Vice Chairperson at a planned
meeting, the Chairperson should nominate a committee member as Acting Chairperson
or the members present may elect an Acting Chairperson on the day of the meeting.
The Acting Chairperson should be a non-affiliated person and will have all the powers
of the Chairperson for that meeting.
e Seek COI declaration from members and ensure quorum and fair decision making.
e Handle complaints against researchers, EC members, conflict of interest issues and
requests for use of EC data, etc.
Functions of the Member secretary
e Organize an effective and efficient procedure for receiving, preparing, circulating
and maintaining each proposal for review.

e Schedule EC meetings, prepare the agenda and minutes.

e Organize EC documentation, communication and archiving.

e Ensure training of EC secretariat and EC members.

e Ensure SOPs are updated as and when required.

e Ensure adherence of EC functioning to the SOPs.

e Prepare for and respond to audits and inspections.

e Ensure completeness of documentation at the time of receipt and timely inclusion
in agenda for EC review.

e Assess the need for expedited review/ exemption from review or full review.

e Assess the need to obtain prior scientific review, invite independent consultant,
patient or community representatives.

e Ensure quorum during the meeting and record discussions and decisions.
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Basic Medical Scientist:

e Scientific and ethical review with special emphasis on the intervention, benefit-risk
analysis, research design, methodology and statistics, continuing review process, SAE,
protocol deviation, progress and completion report

e For clinical trials, pharmacologist to review the drug safety and pharmacodynamics.

Clinician:

e Scientific review of protocols including review of the intervention, benefit-risk
analysis, research design, methodology, sample size, site of study and statistics

e Ongoing review of the protocol (SAE, protocol deviation or violation, progress and
completion report).

e Review medical care, facility and appropriateness of the principal investigator,
provision for medical car, management and compensation.

e Thorough review of protocol, investigators brochure (if applicable) and all other

protocol details and submitted documents.

Legal expert:

e Ethical review of the proposal, ICD along with translations, MoU, Clinical Trial
Agreement (CTA), regulatory approval, insurance document, other site approvals,
researcher’s undertaking, protocol specific other permissions, such as, stem cell
committee for stem cell research, HMSC for international collaboration, compliance
with guidelines etc.

e Interpret and inform EC members about new regulations if any

Social scientist

e Ethical review of the proposal, ICD along with the translations.
e Assess impact on community involvement, socio—cultural context, religious or

philosophical context, if any
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e Serve as a patient/participant/ societal / community representative and bring in ethical

and societal concerns.
Lay person

e Ethical review of the proposal, ICD along with translation(s).

e Evaluate benefits and risks from the participant’s perspective and opine whether
benefits justify the risks.

e Serve as a patient/participant/ community representative and bring in ethical and
societal concerns.

e Assess on societal aspects if any

Roles and responsibilities of the EC

e The basic responsibility of an EC is to ensure protection of the dignity, rights, safety
and well-being of the research participants.

e The EC must ensure ethical conduct of research by the investigator team.

e The EC is responsible for declaration of conflicts of interest to the Chairperson, if any,
at each meeting and ensuring these are recorded in the minutes.

e The EC should perform its function through competent initial and continuing review of
all scientific, ethical, medical and social aspects of research proposals received by it in
an objective, timely and independent manner by attending meetings, participation in
discussion and deliberations.

e The EC must ensure that universal ethical values and international scientific standards
are followed in terms of local community values and customs.

e The EC should assist in the development and education of the research community in
the given institute (including researchers, clinicians, students and others), responsive to
local healthcare requirements. Responsibilities of members should be clearly defined ,
The SOPs should be given to EC members at the time of their appointment.

e The Secretariat should support the Member Secretary and Alternate Member Secretary
(if applicable) in all their functions and should be trained in documentation and filing
procedures under confidentiality agreement.

e The EC should ensure that privacy of the individual and confidentiality of data

including the documents of EC meetings is protected.
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e The EC reviews progress reports, final reports and AE/SAE and gives needful
suggestions regarding care of the participants and risk minimization procedures, if
applicable.

e The EC should recommend appropriate compensation for research related injury,
wherever required.

e The EC should carry out monitoring visits at study sites as and when needed.

e The EC should participate in continuing education activities in research ethics and get
updated on relevant guidelines and regulations.

e The EC may see that conduct of same/similar research by different investigators from
same institution is harmonized. ‘Me too’ research (replicative) should not to be
encouraged and submission of same research to different funding agencies should not

be accepted.



